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DETAILED ACTION 

Information Disclosure Statement 

1 . The information disclosure statement (IDS) submitted on 6/1 5/2006 is in 
compliance with the provisions of 37 CFR 1.97. Accordingly, the information disclosure 
statement is being considered by the examiner. 

Claim Rejections - 35 USC §102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

3. Claims 1, 2 rejected under 35 U.S.C. 102(e) as being anticipated by Delmore et 
al (20030045837). Delmore discloses a microneedle device having a substrate (10), 
plurality of microneedles (20, see also 62), an abutment member (60), a displacement 
device configured (66; f97, 106) for generating a relative lateral sliding movement (f44 
- shearing forces, here after microneedles have been inserted into tissue, the 
displacement device allows for the user to exert a force parallel to the tissue surface to 
slide the microneedles along the tissue), where the microneedles define an effective 
area as claimed (Fig 1 , 3, 6; f56). 
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4. Claims 21 , 22 are rejected under 35 U.S.C. 1 02(b) as being anticipated by 
Safabash et al (6293925). Safabash et al discloses a microneedle injector (Figs 41-43), 
the microneedles having a substrate and plurality of microneedles ((col 7, Ins 63-col 8, 
Ins 16), abutment member (Figs 41-43), displacement device (Fig 41-43) configured for 
generating relative lateral sliding movement (col 4, Ins 33-63), where a leading row 
contacts the biological barrier prior to a trailing row (Figs 41-43, where when a plurality 
of microneedles are inserted at an angle shown by Example in Figs 41-43 a first leading 
microneedle will contact the biological barrier prior to a trailing row of microneedles - 
where the microneedles here have been disclosed as being in series) , And at least part 
of the movement path having a non-zero component parallel to surface of substrate 
(insertion at an angle produces a non-zero component parallel to surface of substrate). 

5. Claims 35-37 are rejected under 35 U.S.C. 1 02(e) as being anticipated by Powell 
(6589202). Powell discloses a microneedle device having a substrate (ie. 78), plurality 
of microneedles (80), an abutment member (36), a displacement device (Fig 1) and 
defining a rotational path of movement (where as shown in Fig 8, there is a rotational 
path of movement of the fluid transport configuration (substrate and microneedles) 
relative to the abutment member where as the substrate and microneedles come off the 
spool they rotate with respect to the abutment member); see Fig 7 for cutting edge and 
penetrating tip. 

6. Claims 21-23, 27-34 are rejected under 35 U.S.C. 1 02(b) as being anticipated by 
Lastovich et al (6440096). Lastovich et al discloses a microneedle device (Figures) 
having a substrate (84), microneedles (124) with cutting edges and penetrating tips (see 
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i.e. Fig 5), an abutment member as a suction cup (94; Fig 1 1 ), a displacement device 
being a suction arrangement (col 7, Ins 61 -col 8, Ins 29) with a single one-dimensional 
movement of a suction plunger; an a fluid injection plunger (128; Fig 11) with priming 
port (98); where when suction is applied as shown in Fig 1 1-12 the surface of the 
biological skin is pulled upward and a relative lateral sliding movement between the fluid 
transport configuration exists (Figs 11-12; col 6, Ins 32-37 explaining that lateral shear 
forces exist during use; and the examiner notes that as claimed - any generation of 
relative lateral sliding movement is sufficient to meet the limitation); also as shown in Fig 
12, the biological surface exhibits a convex structure when suction is applied, here a 
center row of microneedles will be 'leading' row of microneedles and touch the 
biological barrier prior to a 'trailing' or outer row of microneedles. 

Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. Claims 3, 7-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Delmore et al in view of Lastovich et al. Delmore et al discloses the invention 
substantially as claimed except for expressly disclosing the suction arrangement as 
claimed. Lastovich et al teaches that it is known to have a suction arrangement as 
claimed (see above discussion) for the purpose of enhancing and maintaining 
penetration of the microneedles into the skin. It would have been obvious to one having 
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ordinary skill in the art at the time the invention was made to modify the displacement 
device as taught by Delmore et al with the suction arrangement as taught by Lastovich 
et al for the purpose of enhancing and maintaining penetration of the microneedles into 
the skin. 

9. Claims 15-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Delmore et al in view of Powell. Delmore et al discloses the invention substantially as 
claimed except for expressly disclosing a rotational path of movement. Powell teaches 
that it is known to have a rotational path of movement as discussed above for the 
purpose of storing a plurality of microneedle fluid transport configurations on a spool. It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to modify the microneedle fluid transport configuration as taught by Delmore 
et al with the plurality of microneedle fluid transport configurations on a spool as taught 
by Powell for the purpose of allowing successive treatment of a plurality of patients. 

10. Claim 17, 18 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Delmore et al in view of Safabash et al. Delmore et al discloses the invention 
substantially as claimed except for expressly disclosing generating a path of movement 
having a non-zero component parallel to said planar surface. Safabash et al teaches 
that it is known to have a non-zero component parallel to said planar surface (see 
above discussion) for the purpose of inserting the microneedles at a predetermined 
insertion angle. It would have been obvious to one having ordinary skill in the art at the 
time the invention was made to modify the displacement mechanism as taught by 
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Delmore et al with the angled displacement mechanism as taught by Safabash et al for 
the purpose of inserting the microneedles at a predetermined insertion angle. 

1 1 . Claims 1 9-20 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Delmore et al in view of Yeshurun et al (6533949). Delmore et al discloses the 
invention substantially as claimed except for expressly disclosing an asymmetrical 
microneedle. Yeshurun et al teaches that it is known to have an asymmetrical 
microneedle (Summary) for the purpose of preventing fracture of the microneedles 
during oblique insertion. It would have been obvious to one having ordinary skill in the 
art at the time the invention was made to modify the microneedles as taught by delmore 
et al with the asymmetrical microneedles as taught by Yeshurun et al for the purpose of 
preventing fracture of the microneedles during oblique insertion. 

Double Patenting 

1 2. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
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1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

1 3. Claim 34 is rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-10 of U.S. Patent No. 7588552. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the claims in the present application are merely broader than the 
copending parent case. Thus, the invention claimed in the current application is merely 
generic to the species claimed in the parent application and it has been held that the 
generic invention is anticipated by the species. 

Allowable Subject Matter 

14. Claims 4-6, 24-26 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 
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Conclusion 

1 5. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. See PTO 892 Form. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ANDREW GILBERT whose telephone number is 
(571)272-7216. The examiner can normally be reached on 8:30 am to 5:00 pm Monday 
through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or 571 -272-1 000. 

/Andrew M Gilbert/ 

Examiner, Art Unit 3767 

/KEVIN C. SIRMONS/ 

Supervisory Patent Examiner, Art Unit 3767 



